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DETAILED ACTION 


Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-9, 14, 15, 33 and 40-43 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Tom (US Patent No. 7,21 1 ,063) in view of Glines et al. (US Patent 

No. 6,716,190). Tom discloses a needle-free jet injection device for delivering a fluid 

into an internal organ (Fig. 1; the abstract and col. 1, lines 16-20 disclose that the 

device is used for treating an internal organ such as the heart; col. 3, lines 35-40 

disclose that the device can be used for needle-free injection), the device comprising: a 

rigid end effector having a blunt distal end and a longitudinal axis configured into a 

shape (Fig. 1 discloses that the longitudinal axis of the end effector is bent at a 90 

degree angle, the distal end 20 is blunt and col. 3, lines 19-20 disclose that the end 
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effector has a rigid shaft), the end effector including a rigid interior wall that defines a 
rigid fluid channel, where the end effector is substantially rigid to maintain the shape of 
its longitudinal axis during use (Fig. 1, col. 3, lines 19-20), wherein the fluid channel has 
a cross section through which a central axis of the end effector extends, and where the 
end effector is configured to enable fluid to flow from the fluid channel out through the 
orifice (Fig. 1, col. 3, lines 35-40), a fluid reservoir in fluid communication with the end 
effector (col. 3, lines 44-48 disclose that the apparatus is equipped similarly to other well 
known devices in order to produce the therapeutic effect, i.e. needle-free injection, and 
therefore the fluid that is injected must be stored somewhere, thus indicating there must 
be some sort of fluid reservoir in the device); and an ejection mechanism adapted to 
eject the fluid from the fluid reservoir through the end effector and out the orifice with 
sufficient pressure to penetrate the surface of the organ while preserving functionality of 
the organ and without penetration of the outer surface of the organ by the end effector 
(col. 2, lines 14-16 discloses that the treatment occurs at the surface of the organ to be 
treated, Fig. 1 discloses that the end effector is placed against the surface of the organ 
(47); and col. 3, lines 35-48 disclose that the device can be sued for needle-free 
injection and would include all the necessary equipment as in known in the art, therefore 
it would have to include an ejection mechanism; col. 2, lines 1-7 discloses that the 
treatment preserves the functionality of the tissue by safely treating the tissue and 
avoiding perforation-type injuries to the tissue), where the end effector extends away 
from the ejection mechanism such that an operative end of the end effector is spaced 
from the ejection mechanism (Fig. 1). 
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Tom, however, does not disclose that the end effector includes a plurality of 
orifices. Glines, however, discloses a similar needle-free jet injection device (Figs. 8a- 
8c, for example) that includes a blunt distal end (230), a fluid channel (223), a fluid 
reservoir (within 215), an ejection mechanism (within 202) as well as the blunt distal end 
of the end effector having a plurality of orifices (Fig. 8c, 232). Therefore it would have 
been obvious to one of ordinary skill in the art at the time of the invention to have 
modified Tom's end effector with a plurality of orifices, as taught by Glines, as Tom 
discloses that the device may include parts that are well known in the art in order to 
accomplish the therapeutic treatment of needle-free injection (col. 3, lines 35-48) as well 
as to provide a treatment that covers a larger surface area so fewer individual 
treatments are needed. 

In reference to claim 2, Tom discloses that the end effector includes a straight 
shaft section and a distal section (Fig. 1). 

In reference to claims 3 and 4, Tom discloses that at least one of the orifices are 
located in the distal section (Fig. 1), while Glines discloses that all of the orifices are 
located in the distal section (Fig. 8c). 

In reference to claim 5, Glines discloses that the ejection mechanism is further 
adapted to allow the device to eject multiple doses of fluid without refilling the reservoir 
(col. 1 3, lines 51-54 discloses that the reservoir is configured to hold at least one dose 
but can also be configured to hold multiple doses as needed). 

In reference to claims 6, 7 and 9, Tom discloses that the device is used as such 
a pressure that the fluid is ejected through the orifice to cause a transmural lesion in the 
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organ, such as the heart (the abstract and col. 1, lines 16-61 disclose that the device is 
used for treating the wall of the heart, while col. 2, lines 1-7 disclose that the device 
prevents peforation of the organ wall). 

In reference to claim 8, Glines discloses a needle-free jet injection device which 
delivers ethanol (col. 18, lines 29-32). Therefore it would have been obvious to one of 
ordinary skill in the art to have used the needle-free jet injection device of Nash to 
deliver ethanol, as taught by Glines, because ethanol is fluid that is particularly useful to 
inject into tissues, particularly to ablate a tissue at the site of the jet injector. 

In reference to claim 14, Tom discloses that the distal section lies at an angle 
between 30 and 90 degrees relative to the shaft (Fig. 1). 

In reference to claim 33, Tom discloses that the fluid channel is cylindrical (Figs. 
1 and 2). 

In reference to claim 40, Glines discloses that the longitudinal axis of the distal 
section is collinear with a longitudinal axis of the straight shaft section (Figs. 8a-8c). 

In reference to claim 41 , Tom discloses that a portion of the longitudinal axis of 
the distal section is not collinear with a longitudinal axis of the straight shaft section (Fig. 

1). 

In reference to claim 42, Tom discloses that at least a portion of the longitudinal 
axis of the distal section lies at an angle between 30 and 90 degrees relative to at least 
a portion of the longitudinal axis of the straight shaft section (Fig. 1). 
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In reference to claims 15 and 43, Glines discloses a portion of the longitudinal 
axis of the distal section lies at an angle of approximately 45 degrees relative to the 
longitudinal axis of the straight shaft section (Fig. 8d). 

Claims 19, 20 and 22-25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Tom (US Patent No. 7,21 1 ,063) in view of Glines et al. (US Patent 
No. 6,716,190). Tom discloses an end effector for a needle-free injection device 
adapted to inject a fluid through an outer surface of an internal organ and into the 
internal organ (Fig. 1; the abstract and col. 1, lines 16-20 disclose that the device is 
used for treating an internal organ such as the heart; col. 3, lines 35-40 disclose that the 
device can be used for needle-free injection), without penetration of the outer surface of 
the internal organ by the end effector (col. 2, lines 14-16 discloses that the treatment 
occurs at the surface of the organ to be treated, Fig. 1 discloses that the end effector is 
placed against the surface of the organ (47)), while maintaining functionality of the 
organ (col. 2, lines 1-7 discloses that the treatment preserves the functionality of the 
tissue by safely treating the tissue and avoiding perforation-type injuries to the tissue), 
the end effector comprising a longitudinally rigid elongate shaft that extends away from 
the injection device to a blunt distal end (Fig. 1 discloses that the longitudinal axis of the 
end effector is bent at a 90 degree angle, the distal end 20 is blunt and col. 3, lines 19- 
20 disclose that the end effector has a rigid shaft) and that includes a tubular fluid 
channel fluidly and directly coupled with an orifice through which the fluid may be 
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ejected (Fig. 1, col. 3, lines 19-20), where the elongate shaft is sufficiently rigid to 
maintain a longitudinal shape with use, where the tubular fluid channel has a cross 
section through which a central axis of the end effector extends, and where the tubular 
fluid channel includes a rigid portion extend substantially all the way between the 
injection device and the orifice (Fig. 1; col. 3, lines 19-20). 

Tom, however, does not disclose that the end effector includes a plurality of 
orifices. Glines, however, discloses a similar needle-free jet injection device (Figs. 8a- 
8c, for example) that includes a blunt distal end (230), a fluid channel (223), a fluid 
reservoir (within 215), an ejection mechanism (within 202) as well as the blunt distal end 
of the end effector having a plurality of orifices (Fig. 8c, 232). Therefore it would have 
been obvious to one of ordinary skill in the art at the time of the invention to have 
modified Tom's end effector with a plurality of orifices, as taught by Glines, as Tom 
discloses that the device may include parts that are well known in the art in order to 
accomplish the therapeutic treatment of needle-free injection (col. 3, lines 35-48) as well 
as to provide a treatment that covers a larger surface area so fewer individual 
treatments are needed. 

In reference to claim 20, Tom discloses a straight shaft section and a distal 
section (Fig. 1). 

In reference to claims 22 and 23, Tom discloses that at least one of the orifices 
are located in the distal section (Fig. 1), while Glines discloses that all of the orifices are 
located in the distal section (Fig. 8c). 
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In reference to claims 24 and 25, Tom discloses that the distal section is angled 
relative to the straight section and that distal section is curved (Fig. 1). 

Claims 10-13 and 37-39 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Tom (US Patent No. 7,21 1 ,063). Tom discloses the device 
substantially as claimed including that the device is used for needle-free injection, which 
by definition occurs at higher pressures in order to produce enough force on the fluid to 
eject into the tissue (col. 3, lines 35-40). Tom, however, does not disclose the specific 
pressures of less than 4000, 21 00 or 1 1 00 psig nor the specific dimensions of the 
device, such as specific lengths and diameters of parts. It would have been obvious to 
one of ordinary skill in the art to eject fluid from the device at pressures less than 4000, 
2100 or 1 100 psig, and the claimed lengths and diameters since it has been held that 
discovering an optimum value of a result effective variable involves only routine skill in 
the art. In re Boesch, 617 F.2d 272, 205 USPQ 215 (CCPA 1980) 

Claims 16-18 and 21, 35, 36 and 44 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Tom (US Patent No. 7,21 1 ,063) in view of Paskar (US Patent 
No. 6,623,449). Tom discloses the device substantially as claimed including orifice on 
the end effector (Figs. 1 and 2). Tom further discloses that all of the orifices are located 
in the distal section (Fig. 1). Tom also discloses that the distal section is curved and 
angled relative to the straight section (Figs. 1). However, Tom does not disclose that the 
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orifices are arranged along the length of the end effector or how they are arranged in 
rows. Paskar, however, discloses an end effector (Fig. 16) which has orifices (134) 
arranged in multiple offset rows along the length of the end effector. Therefore it would 
have been obvious to one of ordinary skill in the art at the time of the invention to have 
modified Tom's end effector with the arrangement of orifices, as taught by Paskar, in 
order to provide a device which could be used to cover and treat more area of the tissue 
and thus provide a faster and more efficient treatment. 


Claim 45 is rejected under 35 U.S.C. 103(a) as being unpatentable over Menne 
et al. (US Patent No. 5,840,061) in view of Tom (US Patent No. 7,211,063). Menne 
discloses a needle-free jet injection device (Fig. 3) for delivering a fluid into a selected 
internal tissue, the device comprising a body (Fig. 3); a longitudinally rigid elongate 
member (9) extending away from the body to a blunt distal end (distal end near 17 is 
blunt), the longitudinally elongate member comprising: a sidewall (sidewall where 2 is 
located), a central longitudinal axis configured into a shape (Fig. 3), wherein the 
longitudinally rigid elongate member is sufficiently rigid to maintain the shape of its 
central longitudinal axis during use (Fig. 3), at least one injection orifice (2) disposed on 
the sidewall, wherein the at least one injection orifice is oriented generally laterally to 
the central longitudinal axis (Fig. 3), a fluid channel (1) extending substantially all the 
way from the body to the at least one injection orifice, wherein the fluid channel has a 
cross section through which the central longitudinal axis extends (fig. 3), a straight shaft 
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section (Fig. 3), and a distal section (distal section is near 2), at least one injection . 
orifice (2) is disposed on the distal section, and the longitudinally rigid elongate member 
is adapted to be positioned with the at least on injection orifice adjacent the selected 
internal tissue; a fluid reservoir (the fluid reservoir is connected at 19 as described in 
col. 5, lines 7-8) in communication with the fluid channel; and an ejection mechanism 
(Fig. 1,4 is the piston/ejection mechanism) disposed within the body, wherein the 
ejection mechanism is adapted to eject the fluid from the fluid reservoir through the fluid 
channel and out the at least one injection orifice with sufficient pressure to penetrate the 
selected internal tissue (col. 1 , lines 50-55) while preserving functionality of the tissue 
and without penetration of the selected internal tissue by the longitudinally rigid elongate 
member (col. 6, lines 41-42). Menne, however, does not disclose that the distal end of 
the device is not collinear with the longitudinal axis of the straight shaft section. Tom, 
however, discloses a needle-free jet injection device in which the distal section is bent 
at an angle relative to the straight shaft section (Fig. 1). Therefore it would have been 
obvious to one of ordinary skill in the art at the time of the invention to have modified 
Menne by bending the distal portion of the device at an angle relative to the straight 
shaft section, as taught by Tom, in order to provide a device which can reach portions of 
the body which can not be reached by a device that is not bent, thereby increasing the 
number of treatment areas and types of treatment that are possible with the device. 
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Response to Arguments 

Applicant's arguments with respect to claims 125, 33, 35-45 have been 
considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Laura C. Schell whose telephone number is (571) 272- 
7881 . The examiner can normally be reached on Monday-Friday 9am-5:30pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571) 272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 


Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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